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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address • 
Period for Reply 

_ MONTH(S) FROM 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _ 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. . 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 0 Claim(s) is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Q Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Pri rity under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a>n All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 



1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) IH Information Disclosure Statement(s) (PTO-1449) Paper No(s)_ 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) O Notice of Informal Patent Application (PTO-152) 

6) D Other: 
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Art Unit: 1642 

DETAILED ACTION 

1 . Claim 32 has been amended. 

2. Claims 32-43 are pending and under examination. 

3. The text of those sections of Title 35 U.S.C. code not included in this office action 
can be found in a prior Office Action. 

4. The following Office Action contains NEW GROUNDS of rejection. 
Rejections Withdrawn 

5. The rejection of claims 32-43 under 35 U.S.C. 101 because the claimed invention 
is not supported by either a credible asserted utility or a well-established utility is 
withdrawn in view of the amendments to the claims and the arguments that the 
expression of CBK8 (SEQ ID NO:1) is expressed at higher levels in colorectal cancer 
and metastatic colorectal cancer than in normal tissue and it is expressed at a higher 
level in 56% of colorectal cancer samples (see page 8, last 3-4 lines of response). 

6. The rejection of claims 32-43 under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a credible asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not 
know how to use the claimed invention is withdrawn in view of the withdrawn 101 
rejection for the above reasons. 

7. The rejection of claims 32-43 under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
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one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention is withdrawn in view of the new ground of rejection 

8. The rejection of claims 32-43 rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out arid distinctly claim the subject 
matter which applicant regards as the invention is withdrawn in view of the amendments 
to the claims. 

9. The rejection of claims 32-40 and 42-43 under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention is withdrawn in view 
of the amendments to the claims. 



Response to Arguments 

10. The rejection of claims 32-40 and 42-43 under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention is maintained. 

The response filed 7/9/03 has been carefully considured but is deemed not to be 
persuasive. The response states that applicants point out that the invention has a 
specific, substantial and credible utility and therefore constructive reduction to practice 
occurred at the time the application was filed (see page 1 1-12 of response). In 
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response to this argument, construction to practice was for SEQ ID NO:1 not for any 
other nucleic acid molecule that is 95% identical to SEQ ID NO:1 . In addition as stated 
in the response filed 7/9/03 the claims are directed to nucleic acids that are 95% 
identical to SEQ ID NO:1 which encompass allelic variations (see page 9 of response). 
In view of this, the general knowledge in the art concerning variants does not provide 
any indication of how the structure of one variant is representative of unknown variants. 
Reiger et al. (Glossary of Genetics and Cytogenetics, Classical and Molecular, 4th Ed., 
Springer-Verlay, Berlin, 1976) clearly define alleles as one of two or more alternative 
forms of a gene occupying the same locus on a particular chromosome... and differing 
from other alleles of that locus at one or more mutational sites ( page 1 7). Thus, the 
structure of naturally occurring allelic sequences are not defined. With the exception of 
SEQ ID NO:1 the skilled artisan cannot envision the detailed structure of the 
encompassed polynucleotides. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claim is SEQ ID NO:1 . 
Further, there is no identification of any particular portion of the structure that must be 
conserved. Accordingly, in the absence of sufficient recitation of distinguishing 
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identifying characteristics, the specification does not provide adequate written 
description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 1 9USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed" (See page 1 117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of polynucleotides, and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of isolating it. The 
compound itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 
1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF's were found to . 
be unpatentable due to lack of written description for that broad class. The specification 
provided only the bovine sequence. 

Therefore, only isolated polypnucleotides comprising SEQ ID NO:1, but not the 
full breadth of the claim meets the written description provision of 35 U.S.C. §112, first 
paragraph. Applicant is reminded that Vas-Cath makes clear that the written description 
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provision of 35 U.S.C. §1 12 is severable from its enablement provision (see page 
1115). 

Thus, one of skill in the art would not understand that the applicant had 
possession of the claimed invention at the time the instant application was filed. 

11. the rejection of claim 41 under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention is maintained. 

The response filed 7/9/03 has been carefully considured but is deemed not to be 
persuasive. The response amended claim 1 but did not amend claim 41 and as such 
the rejection for the term "gene" is maintained. 

The following is a NEW GROUND of rejection 

Claim Rejections • 35 USC § 112 

12. Claim 41 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 41 recites the limitation "said gene" in claim 32. 
antecedent basis for this limitation in the claim. 

13. Claims 32-43 rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a method of diagnosing colorectal cancer 
comprising detecting the level of expression of SEQ ID NO:1 in a first sample 
comprising colorectal cancer from a first individual and comparing the expression in a 
second normal colon sample wherein an increase in expression in the first sample is 
indicative of colorectal cancer, does not reasonably provide enablement for a method of 
diagnosing colorectal cancer comprising detecting the level of expression of a nucleic 
acid that is at least 95% identical to SEQ ID NO:1 in a first sample comprising colorectal 
cancer from a first individual and comparing the expression in a second normal colon 
sample wherein an increase in expression in the first sample is indicative of colorectal 
cancer. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 

The claims are drawn to a method for diagnosing colorectal cancer by 
determining the expression of a nucleic acid that is 95% identical to SEQ ID NO:1 or 
SEQ ID NO:1. However, the teachings of the specification cannot be extrapolated to 
the enablement of the invention commensurate in scope with the claims. Accordingly, 
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There is insufficient 
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one skilled in the art cannot practice the invention with a reasonable expectation of 
success without first performing extensive and undue experimentation. 

Factors to be considered in determining whether undue experimentation is 
required are summarized in Ex parte Forman, 230 USPQ 546 (BPAI 1986). They 
include the nature of the invention, the state of the prior art, the relative skill of those in 
the art, the amount of direction or guidance disclosed in the specification, the presence 
or absence of working examples, the predictability or unpredictability of the art, the 
breadth of the claims, and the quantity of experimentation which would be required in 
order to practice the invention as claimed. 

The specification does not exemplify the method using a nucleic acid that is 95% 
identical to SEQ ID NO:1. Moreover, there is insufficient guidance in the specification 
that would enable one skilled in the art to practice the claimed invention with a 
reasonable expectation of success. The specification does not teach a correlation of 
any polynucleotide that is 95% identical to SEQ ID NO:1 can be used in a method to 
diagnose colon cancer. In particular, it is noted that the specification fails to disclose a 
nucleic acid molecule 95% identical to SEQ ID NO:1 that can be used to discriminate 
the individual that has primary or metastatic colorectal cancer from the individual that is 
disease-free. 

Again, the specification does not enable the use of the claimed method using 
expression of any nucleic acid that is 95% identical to SEQ ID NO:1 to render a 
diagnosis of colorectal cancer. 
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Therefore, one skilled in the art cannot use the invention with a reasonable 
expectation of success without first performing extensive and undue experimentation. 



Conclusion 

14. No claim is allowed. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry R. Helms, Ph.D, whose telephone number is (703) 
306-5879. The examiner can normally be reached on Monday through Friday from 7:00 
am to 4:30 pm, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Anthony Caputa, can be 
reached on (703) 308-3995. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 

16. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in 
Crystal Mall 1 . The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone 
number is (703) 308-4242. 
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Respectfully, 

Larry R. Helms Ph.D. 

703-306-5879 



